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NB2095081. Abstract 
FIELD: pharmacy. SUBSTANCE: composition is a lyophilizate obtained 

from an aqueous solution containing interferon (1-6.6) x 10 6 IU; sodium chloride 

8.5-9.05 mg; partially hydrolyzed dextran (molecular mass is 60 ± 10 kDa) 6-30 mg, 
and buffer mixture up to pH value of solution 7.0-7.6 (as measured for 1 ml). 
Preferably, polyglucin and phosphate mixture were used as dextran and buffer, 
respectively. Composition is used for preparing drugs used for viral infection 
treatment (injection solutions, intranasal aerosols, eye drops and others). 
EFFECT: enhanced effectiveness of composition. 3 cl, 1 tbl 
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KOMHTeT Pocchhckoh OcaepamiH 
no naTetrraM h -roBapHMM 3H3kbm 
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k naTeHTy Pocchhckoh <De^epauHH 
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UHJ1 AHTHBHPyCHOrO AEttCTBHS 

(57) Hcnonb30BaHHe: jyui upHroroB^erafl jie- 

KapCTB OT BHpyCHWX KN^CK^, B HdCTHOCTR 



BixbeiuiHonHux pacrsopoB, HirrpaHa3a*bHwx 
aopo3oneft h Kane^t, b tow mhcic dkuhwx. 
CyniHOCTb M3o6peTeHHa; komwhhuhb b (jx>p- 
Me jiHo4>R^H3aTa, naiyneHHoro H3 bo^hoto 
pacroopa, caaepjcaniero HHrep<t>epoH - < ] . 
'6,6)M0T«E; x^opha . HaTpMsi 8,5-9,05 Mr, 
.yjipnpiBO nuipojiH30BaHHH^ aexcTpaH c MM 
60*10 kH 5-30 mt, 6y<j)cpByio cMec* - 
PH pacTBbpa 7,0-7,6, b pawere na 1 w* 
pactBopa. npe^noMTKrcnbHO b xa<fecTBe se- 
xcipaHa coitepxHTCK nararvaoxuH, a b xane* 
cnte 6y4>epHofl cwtecu - jJxxcfraTHa* cmccb. 2 
3.n. <|wih, 1 Tafia, 
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Hacroamce n3o6pcTCHHc nacacTca npwro- 
toh-tchii H HHTepc^cpoHcoiicpxcamMx KOMHOJU- 

UUM. CITOC06HblX COX pa H 9Tb CBOKJ 

6nO.lOr«M0CKyK) aKTHBHOCTb, KOTopue MOr>T 

nafiTM npuMCHCHiic K3K TicxapCTBa, KanpuMcp, 
ot NtHonix BwpycHu;: hh^ckhhh, b uacTHOCTH, 

XI R npiiniTOBvlCHHSI HHBfKUHOHHblX paCTBOpOB, 

HHTpaHaja^ibHbfx aoposanqft h xaneab, b tom 

MHC.1C ITKHHbtX. 

ZLlVi yCTpaHeHHff B03MO;KHbIX no6oHHbix 
3c}xt>CKTOB H 06cCnCMCHH5I BOCnpOH3BQAHMOCTH 

Ha&iioaacMbix ;jeMe6Hbix 3<txt>eKT0B xcnaTem>- 

HO MCnOlb30BaTb HHTepcfcpOHbl C BblCOKOft 
CnCUH(t>H<fCCKOft 3 KTHBHOCTbK). OffHUKQ XOpOEDO 
IIUBCCTHO, HTO pt'CTBOpbl HHTepcJttpOHOB C 
BbKOKOfl CneUH(J)HMeCKOft , aKTHBUOCTblO SBLlg- 

iotcsi 6iiojTorHvecKH Hecra6uribHbiMH, mo 
aaTpyAHsieT coaaaHue 6HOJionraecicH ycroftw-. 

BblX .ICKapCTBCMHblX $OpM KJIKHH HCCKOFO HC- 
nO,1b30BaHHfl. 

Hpa a>3aaHHH jiexapcrocHHux <J»pM uii- 

TCp4)CpOHOB H3BCCTHO HCnOflb30BaHHe b xave~ 

ctbc cTa6tinH3aTopoB fiHaionrcecKOft 
aKTiiBHocTH KOMnoHeHTOB *tejiQBe<iecKOix> arib- 
6yMHHa (EP 0133767, A 61 K 45/02, 1984), 
caxapoB-r^icK03M, MaiTK03bi, rajiaKT03w f tppyx- 
T03bi, caxapo3M h Ap. <EP 0133767, A 61 K 
45/02, 1984), aeKCTpaKOB h nupOKCHdrajiK- 
paxMa^a {EP G150067, A 61 K 45/02, 1985), 
noviH3THvieHr,iMKai3 h rHApoxui3Titm;ejitfKW0- 
3M (EP 0152345, A 61 K 45/02, 1985), 
noiiHKap6oHOBbix khcsot - conomiMepo& Me- 
TH^MCTaKpmiaTa h MaaeoHpBoft khuiotn, 
Na-caiH Kap6oKCHMertuiuejiAiano3u h unuiHTa 
<DE 3642223. A 61 K 45/02, 1988). 

npMMeneHHc 'ic/iOBenecKoro aib6yMHHa 
Kax cra6iuiH3aTopa jicicapcrBeKHbix 4>opM 

HHTep4>epOH08 CBS33HO C 40nartH«TC^bHHM 

KoiiTpaieM no^yueHHbix ^eicapcTBCKHKX 4>opM 
Ha otcvtctbhc aimireHa renaTwra B, snpyca 
C n Mfla. Hcna7b3uitaHHe 3roro KOMnoHeifra 

OrpaHMMCHO TaKXC HC^OCraTOMHGCTbiO Cbipbfl - 
AOHOptKOH KpOBH. 

no 3iJxt*eKTy coxpaHeHHsi dHaionwecicoft 
axTHBHocrii (vm^atoniM amuioroM ;iai;Horo 
M3o6peT;'HHs aBjiaerca ,iHo4>ftnH30BaHHaa <t*ap- 
MaucBTHticcKaa KOMno3Hiuia, pacreopxeMas * 
tTcpn.ibHori BQflc, coaepxaiuaa a KanecrBe 

CTa6n;iH3HpyK>mHX BCmCCTB 3MHHOKHCj10YH VUIH 

»x npoHjBOinibie (hihuhh, a;iaHHH), a raxxc 
ucvioseqecKHft anb6yMHH (EP 0082481 A 61 K 
45/02, 1982 miH US 4496537, A 61 K 45/02, 

1983), 

Oanaxo 6no,iorw4ccKasi cra6jWbHOCTb aroft 

KOMri03HU.MH COXpaHSUiaCb B CyiUKOCTtl TCVTbKO 
6 NfCCftUCB. KpOMC TOrO, B aatUlOH KOMIKTJHUHH 
XOT« It n YMCHbUICHIiblK KOJIKHCCTBaX (ipHMC- 
HHCTCSI MLMOBC4CCKHM a^b6yMI1H. 



TcxiJimecKoft aaaaveft H.*>eroamcro H3o6pc- 
tchmb BBvisrcrcfl yBonMMCHite cpoKa, b tcmchhc 
KCfToporo MHTep^cpoHccuep^atuaa komho3huhh 
coxpaHflcr 6»aionmecKyK> axTHBHOCTb c oaho- 

BpCM*CHHUM HCKjlfOMCHllCM K3 JlfiKapCTBeHHOH 

4>opvtH Me/iOBCMcckoro ajib6yMUHa. 

3to flOCTHraerca nyTeM ncnoiib30BaHKH 
HHTepctKrpoHco.aepxaaieH KOMno3HiuiH, BK.iioMa- 
wincft n ojiHTjivoK hh h nQflxo^aicyjo Gy^pHyto 
CHCTCMy win ncumcpxaHHsi pH 0 pactBopax 
^texapcTBeHHOH 4x>pMbi, . npeHMymecTBeHHO b 
HH-rcpBane 7,0-7,6. 

ripHMemieMbift icax cra6iciH3aTop 6HOjiorM- 
qecxoH aKTHBHocrH naimviiOKaH 

(Potygludntun, ITcxrunviioKUH TOX ct. 545) 
npeflCTaajwer co6od crepHJibHuft pacrBop 
cpeAHeMGJieKy^apHod 4>paKiuiH (60000± 10000 
D) nacTH^HO nuQXvm3baaHHoro AexcrpaHa b 
0,9%-flOM H30TDHHqecxoM pacTBope xAopnm 
KaTpnfli nonaniKncHH uonymKn rmpomzoM 
waTHBHoro AexcrpaKa, CHHTe3HpOBaKHoro H3 
caxapp3u c noMombfo Leuconostoc 
meseniercides imamta C<P-4. CojiepJicaHBe 
nojinr^iOKHua a npenapaTe 5,5-6,5%. 

KouiM^erTBo ttpnmnioxma, Koropoe hc- 
ncciK3yK)T aaa npHTOTOBJieHHa cra6n^H3Hpoiiaa- 
sbix HErrep^poBHxaepjcautHX xoMnoammft, 
cocTaMscr 5 " • 30 mt Ha tcaxAbift 1 mji 
pa36aBjicHHoro pacrsopa. 

HcJiOBenecKHd HHTep$epoH, Hcnoun>3yeMbift 
b npcoAarae^ou komitoshuhh , moxct 6bm, a 

-HHTep(|)epOHQM iCUf y -MftTep<{)epOHOM B 

KomiiecTBe, cooroercTsviomeM 1 • 10 6 - 6,6»10 6 
ME/Ma. v 

BHonorHuccKaa aimiBUOCTb wHTep4>epoHOB 
onpca&iajiacb b xy^bTypc hepeBHBaeMoA jthhhh 
lUieTOK KoxBo-MumeHMoft TxanR qejiosexa 
nponiB Anpyca Be3uicyjuipHoix> croMaTirra. 

Il(viHmioK»H o<ifl ywimam* cpoxa coxpa- 
HeHMfl 6HOflonraeciioti aKTHBHocnt mrrep4>e- 

pOHCOacpjtaEUHMH KOMH03BmtaMH, DO HaHBtM 

CBCUektiiiM, panee hc Hcncuib30Ba.ica. Hcnojib- 
30saHMe cxoohux no npaponc Bcmecra, 
T3KHX xax aexcrpaif (MM 10000 - 100000 D), 
H3BCCTHO (EP 0150067, A 61 K 45/02, 1985), 
ho Toribxo A?ia y - HHTeptJx; pona * h b coMerauHH 
c niapoxcHOTHJixpaxMajioM. OitHaxo aocrarae* 
Mbift cpoK coxpaueHHa 6HaicmuecKofi axraB- 
hocth b raxHx oiyMaax cocraaiaeT hc 6anec 
2-x neaejib npH 40 e C. 

TaxHM o6pa30M t aamioe H3oopcreHHe 

AttHhiM 06p23QM HC Cie^yCT H3 H3BCCTHOfO 
ypJBH9 TCXHHKM. 

B03MOXHOCTh 0CyiUCCTB>lCHM8 H3o6pCTCHHfl 

Hn;iKXTpHpy(nca c^eayiouiaMM npitMcpaMH. 

FlpsiMep i. McT04Hxa no^yqcHJia komho- 
3HUMif »a nocvicayiomKX npHMcpoa oahhoko- 

Ba». B CMKOCTb BMCCTllMOCl'bK) 1000 NCI 
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h&ih Bator 250-500 mji boaw aasi hht>ckuhh ii 
io5ami»ioT Tpc6yeMoc koahhcctbo HaTpnw 
x^opMCToro. CoAcpacHMoe ncpCMciUHBawT. K 
naivMCHHOMy pacrnopy Ao6aaji3iK>T HaTpnii 
(}>oc({x>phokhciwh ^By\3aMCuiCHHHH ABCiiaAua- 

THBOAIIblM If HarpHH CjKX:4x>pHOKHC1hiW onK03a- 
MCmCHHUH AByXBOAHU#, IlCpCMCrUMB^OT no 

no,*iHon> pacrsopcHMfl CQAeft h Ao6aBA»K)T 
6%-hwh pacrBop nojiHrynoKHHa. 3areM aoboaat 
pH pacraopa (txx^pRod khcaotoh hah 
HaipweM cakhm. K nouiyiiciiHOMy pacTBopy 
ao6a&ji*Kyr pacrsop HHTcp<}>cpoHa h o&bCM 

AOBOA»T BOAOH AAH HH*bCKUHii AO 1000 MA, 
KOppCKTltpyH pH 4KHX})OpHOif KHCAOTOfi HAH 
HaTpHCM CAKHM. 

CocraB pacTBopa aasi AHoc}>HAbHOft cyniKH 
(1000 ma, no 1 ma b vieKapcTBeHHoft 
<tx>pMe) 

MHTep$epoH a -2 (no BOC 



42-226 BC-89) 



1*10° 

ME/ma 

8,5 r 



HarpHH x/iopHCThiH (co r<t> X 
ct.426) 

HarpHft fJxx^wpHOKHcawH AByx- 
33MCLUCHHUH ABeHaauaTHBOAHbii* 4,5 r 

Harpnii 4x3Cclx)pHOXHanjift qaho- 
3aMemeHHfaiH ^flyxBOflHuft (TV 
6-09-01-584-79) 1,25 r 

nOJIHIVllOKHlI, 6%-HHH pac- 

tbop (no r<D X cr. 545) 85 ma 

NaOH hah H3PO4 flo pH 7,0 

Boaa juisk mrbeKUHfl flo 1000 ma 

npHMep 2. Cocraa pacrBopa ;wa /iwxjmjib- 
hoh cyrawi (1000 ma, no 1 ma b 
.neKapcrBeHHofl (|K)pMe) 
MnTep<J)epoH y I,3»10 6 

ME/ma 

HaTpHH XAOpHcratf 9,05 r 

HarpHft 4x)o}x)pHOKHCibiii AByx- 
aaMcmeHHuA ABetiaAUaTHBoaiibift 6,5 r 

HarpHft 4xx4>bpH0RH€JiMA oaho- 
aaMemeHHhiH AByxBOAHbiit 0,5 r 

nOJlHITtfOKHH, 6%-HMH paCTBOp 500 MA 

NaOH hah H3PO4 Ho pH 7,6 

Boaa aaji Hm>eKiviH J\o 1000 ma 

nptmep 3. CocraB pacrBopa ivw Aiio4>HAb- 
Hoft cyuiKH (1000 ma, no 1 ma b 

ACKapCTBCHHOft $OpMe) 

MHTcp4>epoH a -2 3,2»10 6 

ME/ma 

HarpHH x.iopMCT)biK 8,5 r 

HaTpnii $oc4>ophokhoii>ih asyx- 

3aMewCNHfa!H ABCHaAUaTHBOAH bl m 4 f 5 f 
HaTpHH ^XXrttxipHOKHOlUH OAHO- 

3aMClUCHHhaH ABVXBOAHbeH 1,25 T 

FlOAHlVHOKHH, 6% -HUH paCTBOp 170 M-1 

NaOH H3PO4 Ho pH 7,0 

Boaa aa« HHitCKUHil JXo 1000 M.l 



npHMep 4. Cocraa pacTBop;i a^is aHo4>mn«- 
Hofl cvujkh (1 000 mji , no 1 ma b 
ncKapcTBCHiioii 4)opMe) 
MHTep4>cpon a -2 6,4»10 6 

ME/ma 

Ha-rpHfi xaophctwh 9,0 r 

HaTpHH ({K)C({X)pHOXHCAbri5 AByx- 

3a.MemeHHbiH 12-th boa hum 6,5 r 

HaTpHH $OalK>pHOKHCAblft OAHO- 

3aMemeHHuft AsyxBOAHHii 0,5 r 

ITOAH HI KMC HH , 6%-mrii pacrBop 500 MA 
NaOH mah H3PO4 pH 7,6 

BoAa ;vw hhickuhh JJ 0 10OO ma 

IlpHMep 5. Cocraa pacrdopa aa« AHoc{>HAb- 

HOft cyuiKH (1000 MA, no 1 MJI B 

AeKapcTBeHKOH 4»pMe) 
Hhtcp4>cpoh y 3 ( 1»10 6 

ME/ma 

HaTpaft XAopncTbiit 9,0 r 

HaTpHd 4xx4»pHOKHoiHii AByx- 
aaMemeHHuA 12-th boahuA 6,5 r 

HaTpHfl 4>0CXtX>pH(>KHCAfalj| OAHO- 

3aMemeHHHft AByxBOAHHu 0,5 r 

FIOAHrAlOKHH, 6%-Hblft paCTBOp 500 MA 

NaOH hah H3PO4 flo pH 7,6 

Bofla jvm HHbeRUHH Ho 1000 ma 

TTpuMep 6. CocraB pacrsopa iyia AwxjuiAb- 
Hod cyniKH (1000 ma, no I ma b 
.neKapcTBeHHoft $opMe> 
HHTep*epof y 6,6* 10 6 

ME/ma 

HaTpHft XAopHcnoit 9,0 r 

HarpHft 4»cctx)pHOKHCAwfi AByx- 
aaMemeHimft 12-th bqahu^ 6,5 r 

HarpHft 4xx4»pH0KHCAud qaho- 
3aMemeHHuft AByxBQAHufi 0,5 r 

riOAMTAIOKHH, 6%-Hblft paCTBflp 500 MA 

NaOH hah H3PO4 L Ro pH 7,6 

Boaa Aii9 HHbeiuxHft ^ ZU> 1000 ma 

CradHAbHocrb AexapcrBeHHoft 4x)pMU hh- 
Tcp4>epoHOB HeAOBexa npji xpaneHHw (reMne- 
paTypa 4*C) npHBeaena b Ta&muc. 

KaK bhaho W3 AanHbix ra6AHUbi % ochobhoc 
npeHMymecTBo ackbpctbchhux (JxapM Hirrep4>e- 
poROB Meao&eKa, coaep^aiuux no^HmioKHH a 
KanecTBe cra6KAH3Hpyiomero areHTa, coctoht 
b coxpancHHH CBoeft 6hoaofhm cckoh axTHBuo- 
cth hc Menee 2-x .icr. OrcyrcTBHe b 
KOiwno3HUHH anbjSyMHHa ocBo6oxaacr ot ao- 
noaHHTCAbHoro KOHTpais noAVHCHHbix Aexap- 

CTBCHHMX 4x)pM H3 OTCVTCTBHe aHTHrCHa 

renaTHTa B r onpyca CnMfl. TaKHM o6pa30M, 
3a»B.rsieMaa KOMno3HuiiH ttHJinerca hobok* 

npOMblUUICHHO npHMCHHMOH H HC CACAVCT 
«BHUM 06pa30M H3 V'POBHS TCXHHKH. 

CTa6H.lbHOCTb ACKapCTBCHHOH f(X>pMU HH- 

Tep(|)eppoHOB itcAOBCKa npH xpaneHHii (tcmho- 
parypa 4 3 C) npiiBCACHa b ra6nme. 



)lpii\up 7. no;iy40Hiie jnuJm-rwaaTa. Jhro- 
{JnintHyio cyuiKv pacraopoB HHTepcJrcpoHOB 
npo»(3BoasiT uanecrHUM cnoco6oM. ZU» aroro 
npeaBapnTCibHo oxjiaataaior nan km jiHCxJm/m- 
3aropa it npHroroBviCHHhie panrBopbi hhtpp4>c- 
Pohob aaMopaxHBaiOT jih6o hs nojncax 
.inoctmaifaaTopa, jni6o b xanOAiWbHHKe npH 
TCMiicpaType dbtckth'icckoh tomkk pacraopoB 
<-40°C>. nocicaoBaTcibHocTb jiwx&RWKauiuf 
raKosa: TCwnepaTypy naiOK ;moct>»uiH3aTopa 



HawnHaioT no4HHMaTb '^cpca J-4 h nocnc 
Ha6opa Baxvywa, npst aocthxcchmm iipoayKTOM 
TCMncpaTypw nanoK (TeMncpaTypa ncwioK 
noaHHMacrcfl jxo KOMHaTHort TCMncpaTypbi co 
CKopocTbK> 0»5°C/h>, Baxyy*? hc CHMMaerca 
emc 2-3 m, 3arcM saxyyM racHxc* cyxHM 
BoaayxoM win cvxhmm hhcpthumh ra3aMH T 

HanpHMCp CyXHM a30TOM. riOTCpH 3XTHBH0CTH 
HHTCpcfttpOKOB npH ,lHCKi)lU1H3aUHH HC Ha&llO- 

Aacrca (cm. TaGuiMuy). 



OOPMYJIA H30BPETEHH« 



I. OapMaacBTHMecxafl KOMnoaHujua airrti- 

BHpyCHOtC ACHCTBHS B 4x>pMe JlH0$IUlH3aTa, 

noyiyneHHoro n3 Bonnoro pacrBopa, coaepxa- 
wcro mrrep$epoH } x^opra HaTpaa, 6y<J>epByi0 

CMCCb H JZCKCTpaHOBblft CTa6HW3aT0p, omAH* 

Haioutaxcx tcm, hto b xaHecToe flexcrpaHOBoro 
cra6ic]H3aTopa ona coaepxirr KacTRtmo raapo- 

>!H30BaHHHH ACKCTp3H C MOJI.M. (60 ± 10) HiR 

npii cicaytomcM coaepftaHira KOMhonefrroB b 
I MJt pacrBopa ivm nrioQwiimft, cyiOKfi: 
MHTcpctrepoH, ME 0- 

6,6>*IG 6 



Xsiopm HatpHH, Mr 



8,5 - 9 t 05 



HacTMHmo mji pcjiH30Ba h hm h se- 
KCTpaH, Mr 5 . 30 

By4>epHas cmccb flo pH pac- 

TBopa 7,0 - 
7,6 

2. KoMno3HUH« no 0. 1, omjiUHa/ou^aMcsi 
tow, hto b KauecTBe AexcrpaHOBoro cra6anu- 
aaropa . pacrBop wis jnioijmnbHOH cymKH 

CQAepXHT naW^JOKHH. 

3. K0Kn03HUH9 HO n. 1, OtTUlU HQtOU^ OSLCM 
TCM, MTO B K3HCCTBC 6y(frcpHOH CMCCH OH2 

coaepaorr {{xx^atHyio cmcc*. 
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